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FDA-Approved Prescription D rugs Later Pulled from 
the Market  

Below are the 35 drugs we could find that have been recalled from the US market since the 1970s, some that had 

been in use since the 1930s. A sample of advertisements for only some of the drugs are included because there is a 

scarcity of ads for withdrawn drugs online due to manufacturers removing ads for withdrawn drugs as part of the 

agreement to no longer market the drugs.      

According to the FDA, a ñdrug is removed from the market when its risks outweigh its benefits. A drug is usually 

taken off the market because of safety issues with the drug that cannot be corrected, such as when it is discovered 

that the drug can cause serious side effects that were not known at the time of approval.ò The FDA also takes into 

account the number of people taking a drug being considered for removal so as to not harm those patients. 
 

  

1. Accutane (Isotretinoin) 

on the market for 

27 
YEARS 

Use: Acne 

Manufacturer:  Hoffman-La Roche 
1982 to June 2009 

Cause for recall: 

increased risk of birth defects, miscarriages, and premature births when used by pregnant women; inflammatory 

bowel disease; suicidal tendencies      
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Over 7,000 lawsuits were filed against the manufacturer over the side effects including a $10.5 million verdict and 

two $9 million verdicts. 

  
 

  

2. Baycol (Cerivastatin) 

on the market for 

3 
YEARS 

Use: Cholesterol reduction 

Manufacturer:  Bayer A.G. 
1998 to Aug. 2001 

Cause for recall: 

rhabdomyolysis (breakdown of muscle fibers that results in myoglobin being released into the bloodstream) which 

led to kidney failure; 52 deaths (31 in the US) worldwide; 385 nonfatal cases with most requiring hospitalization; 12 

of the deaths were related to taking this drug in combination with gemfibrozil (Lopid) 
 

  

3. Bextra (Valdecoxib) 

on the market for 

3.3 
YEARS 

Use: NSAID (pain relief) 

Manufacturer:  G.D. Searle & Co. 
Nov. 20, 2001 to Apr. 7, 2005 

Cause for recall: 

serious cardiovascular adverse events (like death, MI, stroke); increased risk of serious skin reactions (like toxic 

epidermal necrolysis, Stevens-Johnson syndrome, erythema multiforme); gastrointestinal bleeding 

 

The FDA determined that Bextra showed no advantage over other NSAID pain relievers on the market. 
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Bernadette Tansey, ñHard Sell: How Marketing Drives the Pharmaceutical Industry/The Side Effects of Drug Promotion/Aggressive Ads for Painkillers Left More Patients 

Exposed to Risk,ò www.sfgate.com, Feb. 27, 2005 
 

  

4. Cylert  (Pemoline) 

on the market for 

30 
YEARS 

Use: Central nervous system stimulant to treat ADHD/ADD 

Manufacturer:  Abbott Laboratories 
1975 to Oct. 2010 

Cause for recall: 

liver toxicity      
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The FDA added a box warning to Cylert in 1999, alerting doctors and patients to the potential of liver damage. 
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